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(2) Classification. Class I. The device 
is exempt from the premarket notifica-
tion procedures in subpart E of part 807 
of this chapter, subject to the limita-
tions in § 880.9. The device is also ex-
empt from the current good manufac-
turing practice requirements of the 
quality system regulation in part 820 of 
this chapter, with the exception of 
§ 820.180, with respect to general re-
quirements concerning records, and 
§ 820.198, with respect to complaint 
files. 

[45 FR 69682, Oct. 21, 1980, as amended at 59 
FR 63011, Dec. 7, 1994; 66 FR 38805, July 25, 
2001] 

§ 880.5820 Therapeutic scrotal support. 
(a) Identification. A therapeutic scro-

tal support is a device intended for 
medical purposes that consist of a 
pouch attached to an elastic waistband 
and that is used to support the scrotum 
(the sac that contains the testicles). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 880.9. The 
device also is exempt from the current 
good manufacturing practice require-
ments of the quality system regulation 
in part 820 of this chapter, with the ex-
ception of § 820.180, with respect to gen-
eral requirements concerning records, 
and § 820.198, with respect to complaint 
files. 

[45 FR 69682, Oct. 21, 1980, as amended at 66 
FR 38805, July 25, 2001] 

§ 880.5860 Piston syringe. 
(a) Identification. A piston syringe is 

a device intended for medical purposes 
that consists of a calibrated hollow 
barrel and a movable plunger. At one 
end of the barrel there is a male con-
nector (nozzle) for fitting the female 
connector (hub) of a hypodermic single 
lumen needle. The device is used to in-
ject fluids into, or withdraw fluids 
from, the body. 

(b) Classification. Class II (perform-
ance standards). 

§ 880.5950 Umbilical occlusion device. 
(a) Identification. An umbilical occlu-

sion device is a clip, tie, tape, or other 
article used to close the blood vessels 

in the umbilical cord of a newborn in-
fant. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 880.9. 

[45 FR 69682, Oct. 21, 1980, as amended at 59 
FR 63011, Dec. 7, 1994; 66 FR 38805, July 25, 
2001] 

§ 880.5960 Lice removal kit. 

(a) Identification. The lice removal 
kit is a comb or comb-like device in-
tended to remove and/or kill lice and 
nits from head and body hair. It may or 
may not be battery operated. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 880.9. 

[63 FR 59718, Nov. 5, 1998] 

§ 880.5965 Subcutaneous, implanted, 
intravascular infusion port and 
catheter. 

(a) Identification. A subcutaneous, im-
planted, intravascular infusion port 
and catheter is a device that consists 
of a subcutaneous, implanted reservoir 
that connects to a long-term 
intravascular catheter. The device al-
lows for repeated access to the vascular 
system for the infusion of fluids and 
medications and the sampling of blood. 
The device consists of a portal body 
with a resealable septum and outlet 
made of metal, plastic, or combination 
of these materials and a long-term 
intravascular catheter is either 
preattached to the port or attached to 
the port at the time of device place-
ment. The device is available in var-
ious profiles and sizes and can be of a 
single or multiple lumen design. 

(b) Classification. Class II (special 
controls) Guidance Document: ‘‘Guid-
ance on 510(k) Submissions for Im-
planted Infusion Ports,’’ FDA October 
1990. 

[65 FR 37043, June 13, 2000] 

VerDate Mar<15>2010 18:43 May 19, 2014 Jkt 232077 PO 00000 Frm 00469 Fmt 8010 Sfmt 8010 Q:\21\21V8.TXT ofr150 PsN: PC150


		Superintendent of Documents
	2014-06-02T10:46:48-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




